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DETAILED ACTION 



Objection 

Claim 16 is objected to because of the following informalities: Claim 16 recites. 
"The method according to claim 17. "which is improper dependence. It should read "The 
method according to claim 15." 

There are minor errors in the specification; for example page 8 line 5, 
"cryopreserved pig Sertoli cells" should be "cryopreserved pig islet cells". Applicants 
should check for additional errors and correct them. 
Appropriate correction is required. 

Objection 



The disclosure is objected to because of the following informalities: 
References at the end of the specification (pp. 22-24) are incomplete. Applicants 
must supply the full citation or delete the references. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention 




Application/Control Number: 09/593,629 Page 3 

Art Unit: 1632 

Claims 1-24 are rejected under 35 U.S.C. 112. second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1-8 are towards a biological chamber system and claims 9-12 are to a 
transplantation facilitator comprising a biological chamber system. It is not clear what is 
meant by biological chamber system. There are no method steps describing the 
formation of the chamber, the outer wall and the inner lumen. The claims further recite 
engineered Sertoli cells but the claims do not set forth any steps involved in the 
engineering of the Sertoli cells. The claims do not define what is an engineered cell. 
Does it mean that the cells are genetically altered? The specification does not disclose 
how the cells are altered. 

Claim 1 3 does to make sense. What does "about the therapeutic cells" means 
and also what does" re-engineering" refer to? 

Claim 24 has improper Markush language. The claim recite "group consisting 
essentially or" which is not correct. It should be "the group consisting of ". 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it. in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-24 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 
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The claims are drawn to a biological chamber system comprising Sertoli cell 
construct forming a center lumen surrounding a population of cells which are different 
than the Sertoli cells. The claims are further drawn to a transplantation facilitator 
comprising a biochamber, a method of making a biochamber, a method of transplanting 
cells comprising a biochamber consisting of facilitator cells and therapeutic cells. The 
claims are further drawn to the method of transplanting cells comprising forming a 
biochamber and incorporating therapeutic cells into biochamber and transplanting the 
biochamber into a host. Hence the only disclosed use of the invention is for a 
therapeutic outcome. 

The specification describes cocultivation of Sertoli cells and islet cells (pp. 17, 
lines 20-28) and teaches formation of sertoli-neuron aggregated ceils ( pp. 19, lines 1- 
18 and Fig. 6) when grown in high aspect rotation velocity bioreactor (HARV) and 
Matrigel. Furthermore, the specification discloses that after in vitro exposure to 
glucose, the sertoli-islet cell biochambers produced insulin and the presence of Sertoli 
cells enhanced the insulin secretion. The specification also describes that some of the 
NT2 cells in neuronal-sertoli biochambers expressed tyrosine hydroxylase, indicating 
dopamine synthesis (pp.20 lines 7-10). 

The specification does not describe or teach in vivo transplantation and insulin 
synthesis by the islet-sertoli biochambers or in vivo transplantation and dopamine 
synthesis by NT2-sertoli biochambers. Furthermore the specification is silent on how 
many biochambers or how large a biochambers has to be implanted to achieve the 
therapeutic outcome, what is the amount of protein needed for the therapeutic outcome, 
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how long the biochambers would be actively producing the therapeutic proteins, and 
how often the biochambers would be transplanted. 

The specification cites prior art, which taught immunoprotection of the grafted 
islet cells and maintenance of normoglycemia in diabetic rat by co-transplantation of the 
islet cells with sorteli cells. The specification does not teach in vivo implantation of the 
biochambers, production of therapeutic proteins and therapeutic outcome. 

Additionally, the specification does not define what are the facilitator cells beside 
the Sertoli cells and fails to teach if any and all cells could form the center lumen 
containing biochambers. Furthermore the specification does not teach the isolation 
procedure, growth conditions, growth media and condition, use of HARV or Matrigel, for 
formation of the biochamber and transplantation vessel for any other type of cells but 
Sertoli cells. It is well known in the art that different cell types have different growth 
conditions: for example Hela cells do not need any additional growth factors but those 
supplied by fetal bovine serum while muscle cells, CRL-1999, in addition to fetal bovine 
serum need insulin, ascorbic acid and transferrin (On line ATCC catalog) while for 
myotube formation from primary mouse skeletal muscle cells grown on matrigel require 
addition of FGF.PDGF, TGF ;:1 (Maley et al. Experimental Research, 219. 169-179). 

Furthermore, the specification fails to address if the facilitator cells produced from 
other cells than the Sertoli cells are capable of immunoprotecting the therapeutic cells 
and secreting therapeutic products produced by the therapeutic cells. 

In view of the lack of guidance provided in the specification for the 
implementation of the invention as claimed with regard to the in vivo transplantation and 
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therapeutic protein production using the islet-sertoli cell or NT2cell-sertoli cell 
biochambers, the observation that in vitro NT2-sertoli biochamber had only few NT2 
cells producing tyrosine hydroxylase , lack of in vivo working example of biochamber, 
lack of teaching in the prior art for making biochambers comprising any two type s of 
cells, the growth conditions for cells other than the Sertoli cells, lack of teaching on the 
formation of biochambers with other type of cells but Sertoli cells, lack of guidance for 
using biochambers made with other types of cells, lack of teaching for in vivo 
transplantation of the biochambers, and the wide breadth of the claim, it would require 
an undue amount of experimentation for one of skill in the art to implement the invention 
as claimed. There is no disclosed use of the invention but for transplantation of 
biochambers and therapeutic outcome due to transplantation. The specification as 
discuss above does not teach transplantation of biochambers or achieve therapeutic 
outcome. 

Thus no claims are allowed. 

Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bharati R. Dhruva whose telephone number is (703) - 
605-1 157. The examiner can normally be reached on M-F (8:30-5:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Robert Schwartzman can be reached on (703) 308-7307. The fax phone 
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numbers for the organization where this application or proceeding is assigned are (703) 
305-3014 for regular communications and for After Final communications. 

Question of formal matters can be directed to the patent analyst Phillips Williams, 
whose phone number is (703) 305-3482. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703)- 



308-0196. 
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